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Malaya(PPUM) 

Malaysia 

 

3475-061 -  

0118 

 

Medical Ethics Committee 

(UMMC) 

University Malaya Medical Centre 

(UMMC) 

Lembah Pantai 

Kuala Lumpur, Kelantan 59100 

Malaysia 

Medical Research Ethics 

Committee (MREC) 

Kompleks Pendidikan Sains 

Kejururawatan (KPSK) Tingkat 2 

Pusat Perubatan Univ 

Malaya(PPUM) 

IRB/IEC 

Approval of 

Protocol 

Amendment # 11 

 

10-JAN-2018 

Malaysia 

 

3475-061 -  

0118 

 

Medical Ethics Committee 

(UMMC) 

University Malaya Medical Centre 

(UMMC) 

Lembah Pantai 

Kuala Lumpur, Kelantan 59100 

Malaysia 

Medical Research Ethics 

Committee (MREC) 

Kompleks Pendidikan Sains 

Kejururawatan (KPSK) Tingkat 2 

Pusat Perubatan Univ 

Malaya(PPUM) 

IRB/IEC 

Approval of 

Protocol 

Amendment # 12 

 

29-MAY-2020 

Malaysia 

 

3475-061 -  

0118 

 

Medical Ethics Committee 

(UMMC) 

University Malaya Medical Centre 

(UMMC) 

Lembah Pantai 

Kuala Lumpur, Kelantan 59100 

Malaysia 

Medical Research Ethics 

Committee (MREC) 

Kompleks Pendidikan Sains 

Kejururawatan (KPSK) Tingkat 2 

Pusat Perubatan Univ 

Malaya(PPUM) 

RB/IEC Approval 

of Protocol 

Amendment # 2 

 

09-JUL-2015 

Malaysia 

 

3475-061 -  

0118 

 

Medical Ethics Committee 

(UMMC) 

University Malaya Medical Centre 

(UMMC) 

Lembah Pantai 

Kuala Lumpur, Kelantan 59100 

Malaysia 

Medical Research Ethics 

Committee (MREC) 

Kompleks Pendidikan Sains 

Kejururawatan (KPSK) Tingkat 2 

Pusat Perubatan Univ 

Malaya(PPUM) 

IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

 

12-JAN-2016 

Malaysia 

 

3475-061 -  

0118 

 

Medical Ethics Committee 

(UMMC) 

University Malaya Medical Centre 

(UMMC) 

Lembah Pantai 

Kuala Lumpur, Kelantan 59100 

Malaysia 

IRB/IEC 

Approval of 

Protocol 

Amendment # 7 

 

22-NOV-2016 
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Medical Research Ethics 

Committee (MREC) 

Kompleks Pendidikan Sains 

Kejururawatan (KPSK) Tingkat 2 

Pusat Perubatan Univ 

Malaya(PPUM) 

Malaysia 

 

3475-061 -  

0118 

 

Medical Ethics Committee 

(UMMC) 

University Malaya Medical Centre 

(UMMC) 

Lembah Pantai 

Kuala Lumpur, Kelantan 59100 

Malaysia 

Medical Research Ethics 

Committee (MREC) 

Kompleks Pendidikan Sains 

Kejururawatan (KPSK) Tingkat 2 

Pusat Perubatan Univ 

Malaya(PPUM) 

IRB/IEC 

Approval of 

Protocol 

Amendment # 9 

 

12-OCT-2017 

Japan 3475-061 -  

0128 

 

Aichi Cancer Center Hospital 

Institutional Review Board 

1-1, Kanokoden, Chikusa-ku 

Nagoya, Aichi 464-8681 

IRB/IEC 

Approval of 

Protocol 

 

28-MAY-2015 

Japan 3475-061 -  

0128 

 

Aichi Cancer Center Hospital 

Institutional Review Board 

1-1, Kanokoden, Chikusa-ku 

Nagoya, Aichi 464-8681 

IRB/IEC 

Approval of 

Protocol 

Amendment # 11 

 

25-JAN-2018 

Japan 3475-061 -  

0128 

 

Aichi Cancer Center Hospital 

Institutional Review Board 

1-1, Kanokoden, Chikusa-ku 

Nagoya, Aichi 464-8681 

IRB/IEC 

Approval of 

Protocol 

Amendment # 13 

 

25-JUN-2020 

Japan 3475-061 -  

0128 

 

Aichi Cancer Center Hospital 

Institutional Review Board 

1-1, Kanokoden, Chikusa-ku 

Nagoya, Aichi 464-8681 

IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

27-AUG-2015 

Japan 3475-061 -  

0128 

 

Aichi Cancer Center Hospital 

Institutional Review Board 

1-1, Kanokoden, Chikusa-ku 

Nagoya, Aichi 464-8681 

IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

24-MAR-2016 

Japan 3475-061 -  

0128 

 

Aichi Cancer Center Hospital 

Institutional Review Board 

1-1, Kanokoden, Chikusa-ku 

Nagoya, Aichi 464-8681 

IRB/IEC 

Approval of 

Protocol 

Amendment # 7 

26-JAN-2017 

Japan 3475-061 -  

0128 

 

Aichi Cancer Center Hospital 

Institutional Review Board 

1-1, Kanokoden, Chikusa-ku 

Nagoya, Aichi 464-8681 

IRB/IEC 

Approval of 

Protocol 

Amendment # 9 

30-NOV-2017 

Japan 3475-061 -  

0129 

Saitama Cancer Center 

Institutional Review Board 

780 Komuro, Inamachi 

Kitaadachi-gun, Saitama 362-0806 

IRB/IEC 

Approval of 

Protocol 

26-MAY-2015 

Japan 3475-061 -  

0129 

Saitama Cancer Center 

Institutional Review Board 

780 Komuro, Inamachi 

Kitaadachi-gun, Saitama 362-0806 

IRB/IEC 

Approval of 

Protocol 

Amendment # 11 

 

27-FEB-2018 

Japan 3475-061 -  

0129 

Saitama Cancer Center 

Institutional Review Board 

IRB/IEC 

Approval of 

21-JUL-2020 
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780 Komuro, Inamachi 

Kitaadachi-gun, Saitama 362-0806 

Protocol 

Amendment # 13 

 

Japan 3475-061 -  

0129 

Saitama Cancer Center 

Institutional Review Board 

780 Komuro, Inamachi 

Kitaadachi-gun, Saitama 362-0806 

IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

29-SEP-2015 

Japan 3475-061 -  

0129 

 

Saitama Cancer Center 

Institutional Review Board 

780 Komuro, Inamachi 

Kitaadachi-gun, Saitama 362-0806 

IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

23-MAR-2016 

Japan 3475-061 -  

0129 

 

Saitama Cancer Center 

Institutional Review Board 

780 Komuro, Inamachi 

Kitaadachi-gun, Saitama 362-0806 

IRB/IEC 

Approval of 

Protocol 

Amendment # 7 

27-DEC-2016 

Japan 3475-061 -  

0129 

 

Saitama Cancer Center 

Institutional Review Board 

780 Komuro, Inamachi 

Kitaadachi-gun, Saitama 362-0806 

IRB/IEC 

Approval of 

Protocol 

Amendment # 9 

21-NOV-2017 

Japan 

 

3475-061 -  

0130 

National Cancer Ctr IRB #2-J 

5-1-1, Tsukiji, Chuo-ku 

Tokyo, Tokyo 104-0045 

Japan 

IRB/IEC 

Approval of 

Protocol 

 

10-JUN-2015 

Japan 

 

3475-061 -  

0130 

National Cancer Ctr IRB #2-J 

5-1-1, Tsukiji, Chuo-ku 

Tokyo, Tokyo 104-0045 

Japan 

IRB/IEC 

Approval of 

Protocol 

Amendment # 13 

01-JUL-2020 

Japan 

 

3475-061 -  

0130 

National Cancer Ctr IRB #2-J 

5-1-1, Tsukiji, Chuo-ku 

Tokyo, Tokyo 104-0045 

Japan 

IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

29-JUL-2015 

Japan 

 

3475-061 -  

0130 

National Cancer Ctr IRB #2-J 

5-1-1, Tsukiji, Chuo-ku 

Tokyo, Tokyo 104-0045 

Japan 

IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

17-FEB-2016 

Japan 

 

3475-061 -  

0130 

National Cancer Ctr IRB #2-J 

5-1-1, Tsukiji, Chuo-ku 

Tokyo, Tokyo 104-0045 

Japan 

IRB/IEC 

Approval of 

Protocol 

Amendment # 7 

14-DEC-2016 

Japan 

 

3475-061 -  

0130 

National Cancer Ctr IRB #2-J 

5-1-1, Tsukiji, Chuo-ku 

Tokyo, Tokyo 104-0045 

Japan 

IRB/IEC 

Approval of 

Protocol 

Amendment # 9 

18-OCT-2017 

Japan 

 

3475-061 -  

0131 

 

Institutional Review Board of 

Cancer Institute Hospital of JFCR 

3-8-31, Ariake, Koto-ku 

Tokyo, Tokyo 135-8550 

IRB/IEC 

Approval of 

Protocol 

24-JUN-2015 

Japan 

 

3475-061 -  

0131 

 

Institutional Review Board of 

Cancer Institute Hospital of JFCR 

3-8-31, Ariake, Koto-ku 

Tokyo, Tokyo 135-8550 

IRB/IEC 

Approval of 

Protocol 

Amendment # 11 

07-FEB-2018 

Japan 

 

3475-061 -  

0131 

 

Institutional Review Board of 

Cancer Institute Hospital of JFCR 

3-8-31, Ariake, Koto-ku 

Tokyo, Tokyo 135-8550 

IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

05-AUG-2015 

Japan 

 

3475-061 -  

0131 

 

Institutional Review Board of 

Cancer Institute Hospital of JFCR 

3-8-31, Ariake, Koto-ku 

Tokyo, Tokyo 135-8550 

IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

03-FEB-2016 
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Japan 

 

3475-061 -  

0131 

 

Institutional Review Board of 

Cancer Institute Hospital of JFCR 

3-8-31, Ariake, Koto-ku 

Tokyo, Tokyo 135-8550 

IRB/IEC 

Approval of 

Protocol 

Amendment # 7 

 

14-DEC-2016 

Japan 

 

3475-061 -  

0131 

 

Institutional Review Board of 

Cancer Institute Hospital of JFCR 

3-8-31, Ariake, Koto-ku 

Tokyo, Tokyo 135-8550 

IRB/IEC 

Approval of 

Protocol 

Amendment # 9 

08-NOV-2017 

Japan 

 

3475-061 -  

0132 

 

National Hospital Organization 

Shikoku Cancer Center IRB 

160 Kou, Minamiumemoto-machi 

Matsuyama, Ehime 791-0280 

IRB/IEC 

Approval of 

Protocol 

18-JUN-2015 

Japan 

 

3475-061 -  

0132 

 

National Hospital Organization 

Shikoku Cancer Center IRB 

160 Kou, Minamiumemoto-machi 

Matsuyama, Ehime 791-0280 

IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

28-JUL-2015 

Japan 

 

3475-061 -  

0132 

 

National Hospital Organization 

Shikoku Cancer Center IRB 

160 Kou, Minamiumemoto-machi 

Matsuyama, Ehime 791-0280 

IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

 

17-FEB-2016 

Japan 

 

3475-061 -  

0132 

 

National Hospital Organization 

Shikoku Cancer Center IRB 

160 Kou, Minamiumemoto-machi 

Matsuyama, Ehime 791-0280 

IRB/IEC 

Approval of 

Protocol 

Amendment # 7 

21-DEC-2016 

Japan 

 

3475-061 -  

0132 

 

National Hospital Organization 

Shikoku Cancer Center IRB 

160 Kou, Minamiumemoto-machi 

Matsuyama, Ehime 791-0280 

IRB/IEC 

Approval of 

Protocol 

Amendment # 9 

22-NOV-2017 

Japan 

 

3475-061 -  

0133 

 

Hokkaido University Hospital 

Institutional Review Board 

5, Kita 14jo-Nishi, Kita-ku 

Sapporo, Hokkaido 060-8648 

IRB/IEC 

Approval of 

Protocol 

19-MAY-2015 

Japan 

 

3475-061 -  

0133 

 

Hokkaido University Hospital 

Institutional Review Board 

5, Kita 14jo-Nishi, Kita-ku 

Sapporo, Hokkaido 060-8648 

IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

 

25-AUG-2015 

Japan 

 

3475-061 -  

0133 

 

Hokkaido University Hospital 

Institutional Review Board 

5, Kita 14jo-Nishi, Kita-ku 

Sapporo, Hokkaido 060-8648 

IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

 

15-MAR-2016 

Japan 

 

3475-061 -  

0133 

 

Hokkaido University Hospital 

Institutional Review Board 

5, Kita 14jo-Nishi, Kita-ku 

Sapporo, Hokkaido 060-8648 

IRB/IEC 

Approval of 

Protocol 

Amendment # 7 

17-JAN-2017 

Japan 

 

3475-061 - 

0133 

 

Hokkaido University Hospital 

Institutional Review Board 

5, Kita 14jo-Nishi, Kita-ku 

Sapporo, Hokkaido 060-8648 

IRB/IEC 

Approval of 

Protocol 

Amendment # 9 

21-NOV-2017 

Japan 

 

3475-061 - 

0134 

 

Shizuoka Cancer Ctr IRB #2 

1007, Shimonagakubo, Nagaizumi-

cho 

Sunto-gun, Shizuoka 411-8777 

Japan 

IRB/IEC 

Approval of 

Protocol 

30-JUL-2015 

Japan 

 

3475-061 - 

0134 

 

Shizuoka Cancer Ctr IRB #2 

1007, Shimonagakubo, Nagaizumi-

cho 

IRB/IEC 

Approval of 

Protocol 

29-JAN-2018 
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Sunto-gun, Shizuoka 411-8777 

Japan 

Amendment # 11 

Japan 

 

3475-061 - 

0134 

 

Shizuoka Cancer Ctr IRB #2 

1007, Shimonagakubo, Nagaizumi-

cho 

Sunto-gun, Shizuoka 411-8777 

Japan 

IRB/IEC 

Approval of 

Protocol 

Amendment # 13 

29-JUN-2020 

Japan 

 

3475-061 - 

0134 

 

Shizuoka Cancer Ctr IRB #2 

1007, Shimonagakubo, Nagaizumi-

cho 

Sunto-gun, Shizuoka 411-8777 

Japan 

IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

30-JUL-2015 

Japan 

 

3475-061 - 

0134 

 

Shizuoka Cancer Ctr IRB #2 

1007, Shimonagakubo, Nagaizumi-

cho 

Sunto-gun, Shizuoka 411-8777 

Japan 

IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

18-FEB-2016 

Japan 

 

3475-061 - 

0134 

 

Shizuoka Cancer Ctr IRB #2 

1007, Shimonagakubo, Nagaizumi-

cho 

Sunto-gun, Shizuoka 411-8777 

Japan 

IRB/IEC 

Approval of 

Protocol 

Amendment # 7 

27-DEC-2016 

Japan 

 

3475-061 - 

0134 

 

Shizuoka Cancer Ctr IRB #2 

1007, Shimonagakubo, Nagaizumi-

cho 

Sunto-gun, Shizuoka 411-8777 

Japan 

RB/IEC Approval 

of Protocol 

Amendment # 9 

27-NOV-2017 

Japan 

 

3475-061 - 

0135 

 

Chiba Cancer Center Institutional 

Review Board 

666-2, Nitona-cho, Chuou-ku 

Chiba, Chiba 260-8717 

IRB/IEC 

Approval of 

Protocol 

13-MAY-2015 

Japan 

 

3475-061 - 

0135 

 

Chiba Cancer Center Institutional 

Review Board 

666-2, Nitona-cho, Chuou-ku 

Chiba, Chiba 260-8717 

IRB/IEC 

Approval of 

Protocol 

Amendment # 11 

 

14-FEB-2018 

Japan 

 

3475-061 - 

0135 

 

Chiba Cancer Center Institutional 

Review Board 

666-2, Nitona-cho, Chuou-ku 

Chiba, Chiba 260-8717 

IRB/IEC 

Approval of 

Protocol 

Amendment # 13 

10-JUN-2020 

Japan 

 

3475-061 - 

0135 

 

Chiba Cancer Center Institutional 

Review Board 

666-2, Nitona-cho, Chuou-ku 

Chiba, Chiba 260-8717 

IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

12-AUG-2015 

Japan 

 

3475-061 - 

0135 

 

Chiba Cancer Center Institutional 

Review Board 

666-2, Nitona-cho, Chuou-ku 

Chiba, Chiba 260-8717 

IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

09-MAR-2016 

Japan 

 

3475-061 - 

0135 

 

Chiba Cancer Center Institutional 

Review Board 

666-2, Nitona-cho, Chuou-ku 

Chiba, Chiba 260-8717 

IRB/IEC 

Approval of 

Protocol 

Amendment # 7 

14-DEC-2016 

Japan 

 

3475-061 - 

0135 

 

Chiba Cancer Center Institutional 

Review Board 

666-2, Nitona-cho, Chuou-ku 

Chiba, Chiba 260-8717 

IRB/IEC 

Approval of 

Protocol 

Amendment # 9 

15-NOV-2017 

Japan 

 

3475-061 - 

0136 

 

Institutional Review Board of 

Osaka University Hospital2-15, 

Yamadaoka 

Suita, Osaka 565-0871 

IRB/IEC 

Approval of 

Protocol 

 

26-MAY-2015 
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Japan 

 

3475-061 - 

0136 

 

Institutional Review Board of 

Osaka University Hospital2-15, 

Yamadaoka 

Suita, Osaka 565-0871 

IRB/IEC 

Approval of 

Protocol 

Amendment # 11 

27-FEB-2018 

Japan 

 

3475-061 - 

0136 

 

Institutional Review Board of 

Osaka University Hospital2-15, 

Yamadaoka 

Suita, Osaka 565-0871 

IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

19-AUG-2015 

Japan 

 

3475-061 - 

0136 

 

Institutional Review Board of 

Osaka University Hospital2-15, 

Yamadaoka 

Suita, Osaka 565-0871 

IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

22-MAR-2016 

Japan 

 

3475-061 - 

0136 

 

Institutional Review Board of 

Osaka University Hospital2-15, 

Yamadaoka 

Suita, Osaka 565-0871 

IRB/IEC 

Approval of 

Protocol 

Amendment # 7 

20-DEC-2016 

Japan 

 

3475-061 - 

0136 

 

Institutional Review Board of 

Osaka University Hospital2-15, 

Yamadaoka 

Suita, Osaka 565-0871 

IRB/IEC 

Approval of 

Protocol 

Amendment # 9 

21-NOV-2017 

Japan 

 

3475-061 - 

0137 

 

Kindai University Hospital 

Institutional Review Board 

377-2, Ohnohigashi 

Osakasayama, Osaka 589-8511 

IRB/IEC 

Approval of 

Protocol 

26-MAY-2015 

Japan 3475-061 - 

0137 

Kindai University Hospital 

Institutional Review Board 

377-2, Ohnohigashi 

Osakasayama, Osaka 589-8511 

IRB/IEC 

Approval of 

Protocol 

Amendment # 11 

23-JAN-2018 

Japan 

 

3475-061 - 

0137 

 

Kindai University Hospital 

Institutional Review Board 

377-2, Ohnohigashi 

Osakasayama, Osaka 589-8511 

IRB/IEC 

Approval of 

Protocol 

Amendment # 13 

26-MAY-2020 

Japan 3475-061 - 

0137 

Kindai University Hospital 

Institutional Review Board 

377-2, Ohnohigashi 

Osakasayama, Osaka 589-8511 

IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

15-SEP-2015 

Japan 

 

3475-061 - 

0137 

 

Kindai University Hospital 

Institutional Review Board 

377-2, Ohnohigashi 

Osakasayama, Osaka 589-8511 

IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

23-FEB-2016 

Japan 3475-061 - 

0137 

Kindai University Hospital 

Institutional Review Board 

377-2, Ohnohigashi 

Osakasayama, Osaka 589-8511 

IRB/IEC 

Approval of 

Protocol 

Amendment # 7 

20-DEC-2016 

Japan 

 

3475-061 - 

0137 

 

Kindai University Hospital 

Institutional Review Board 

377-2, Ohnohigashi 

Osakasayama, Osaka 589-8511 

IRB/IEC 

Approval of 

Protocol 

Amendment # 9 

21-NOV-2017 

Japan 3475-061 - 

0138 

Osaka International Cancer 

Institute Institutional Review 

Board 

1-3-3, Nakamichi, Higashinari-ku 

Osaka, Osaka 537-8511 

Japan 

Osaka International Cancer 

Institute Institutional Review 

Board 

3-1-69, Otemae, Chuo-ku 

B/IEC Approval 

of Protocol 

 

12-JUN-2015 

Japan 3475-061 - 

0138 

Osaka International Cancer 

Institute Institutional Review 

IRB/IEC 

Approval of 

22-FEB-2018 
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Board 

1-3-3, Nakamichi, Higashinari-ku 

Osaka, Osaka 537-8511 

Japan 

Osaka International Cancer 

Institute Institutional Review 

Board 

3-1-69, Otemae, Chuo-ku 

Protocol 

Amendment # 11 

Japan 3475-061 - 

0138 

Osaka International Cancer 

Institute Institutional Review 

Board 

1-3-3, Nakamichi, Higashinari-ku 

Osaka, Osaka 537-8511 

Japan 

Osaka International Cancer 

Institute Institutional Review 

Board 

3-1-69, Otemae, Chuo-ku 

IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

16-JUL-2015 

Japan 3475-061 - 

0138 

Osaka International Cancer 

Institute Institutional Review 

Board 

1-3-3, Nakamichi, Higashinari-ku 

Osaka, Osaka 537-8511 

Japan 

Osaka International Cancer 

Institute Institutional Review 

Board 

3-1-69, Otemae, Chuo-ku 

IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

17-MAR-2016 

Japan 3475-061 - 

0138 

Osaka International Cancer 

Institute Institutional Review 

Board 

1-3-3, Nakamichi, Higashinari-ku 

Osaka, Osaka 537-8511 

Japan 

Osaka International Cancer 

Institute Institutional Review 

Board 

3-1-69, Otemae, Chuo-ku 

IRB/IEC 

Approval of 

Protocol 

Amendment # 7 

22-DEC-2016 

Japan 3475-061 - 

0138 

Osaka International Cancer 

Institute Institutional Review 

Board 

1-3-3, Nakamichi, Higashinari-ku 

Osaka, Osaka 537-8511 

Japan 

Osaka International Cancer 

Institute Institutional Review 

Board 

3-1-69, Otemae, Chuo-ku 

IRB/IEC 

Approval of 

Protocol 

Amendment # 9 

16-NOV-2017 

Japan 3475-061 - 

0139 

Kanagawa Cancer Center 

Institutional Review Board 

2-3-2, Nakao, Asahi-ku 

Yokohama, Kanagawa 241-8515 

IRB/IEC 

Approval of 

Protocol 

02-JUL-2015 

Japan 3475-061 - 

0139 

Kanagawa Cancer Center 

Institutional Review Board 

2-3-2, Nakao, Asahi-ku 

Yokohama, Kanagawa 241-8515 

IRB/IEC 

Approval of 

Protocol 

Amendment # 11 

01-FEB-2018 

Japan 3475-061 - 

0139 

Kanagawa Cancer Center 

Institutional Review Board 

2-3-2, Nakao, Asahi-ku 

Yokohama, Kanagawa 241-8515 

IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

17-SEP-2015 
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Japan 3475-061 - 

0139 

Kanagawa Cancer Center 

Institutional Review Board 

2-3-2, Nakao, Asahi-ku 

Yokohama, Kanagawa 241-8515 

IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

10-MAR-2016 

Japan 3475-061 - 

0139 

Kanagawa Cancer Center 

Institutional Review Board 
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San Juan, PR 00935 

USA 

IRB/IEC 

Approval of 

Protocol 

 

04-MAY-2015 

Puerto Rico 

 

3475-061 - 

0192 

 

San Juan City Hospital IRB 

Oficina de Educacion Medica 2do 

Piso 

Centro Medico 

San Juan, PR 00935 

USA 

IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

25-JUN-2015 

Puerto Rico 

 

3475-061 -  

0192 

San Juan City Hospital IRB 

Oficina de Educacion Medica 2do 

IRB/IEC 

Approval of 

21-JAN-2016 
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 Piso 

Centro Medico 

San Juan, PR 00935 

USA 

Protocol 

Amendment # 5 

Mexico 

 

3475-061 -  

0208 

 

Comite de Etica en Investigacion 

de Oaxaca Site Management 

Organization S.C. 

Humboldt 302 

Centro Oaxaca 

Oaxaca, Oaxaca 68000 

IRB/IEC 

Approval of 

Protocol 

27-MAY-2015 

Mexico 

 

3475-061 -  

0208 

 

Comite de Etica en Investigacion 

de Oaxaca Site Management 

Organization S.C. 

Humboldt 302 

Centro Oaxaca 

Oaxaca, Oaxaca 68000 

IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

27-JUL-2015 

Mexico 

 

3475-061 -  

0208 

 

Comite de Etica en Investigacion 

de Oaxaca Site Management 

Organization S.C. 

Humboldt 302 

Centro Oaxaca 

Oaxaca, Oaxaca 68000 

IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

01-MAR-2016 

Mexico 

 

3475-061 - 

0210 

 

Comite de Etica en Investigacion 

del Centro Estatal de Cancerologia 

Servicio 

de Salud del Edo de Chi 

Ejercito Nacional Num 3700 Col 

Centro 

Chihuahua, Chihuahua 31000 

IRB/IEC 

Approval of 

Protocol 

13-MAR-2015 

Mexico 

 

3475-061 - 

0210 

 

Comite de Etica en Investigacion 

del Centro Estatal de Cancerologia 

Servicio 

de Salud del Edo de Chi 

Ejercito Nacional Num 3700 Col 

Centro 

Chihuahua, Chihuahua 31000 

IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

27-AUG-2015 

Mexico 

 

3475-061 - 

0210 

 

Comite de Etica en Investigacion 

del Centro Estatal de Cancerologia 

Servicio 

de Salud del Edo de Chi 

Ejercito Nacional Num 3700 Col 

Centro 

Chihuahua, Chihuahua 31000 

IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

11-MAR-2016 

Mexico 

 

3475-061 - 

0210 

 

Comite de Etica en Investigacion 

del Centro Estatal de Cancerologia 

Servicio 

de Salud del Edo de Chi 

Ejercito Nacional Num 3700 Col 

Centro 

Chihuahua, Chihuahua 31000 

IRB/IEC 

Approval of 

Protocol 

Amendment # 7 

27-JAN-2017 

Mexico 

 

3475-061 - 

0212 

 

Mexico Centre for Clinical 

Research 

Amores 709. Col del Valle 

Del. Benito Juarez 

Mexico City, Mexico 03100 

Mexico 

IRB/IEC 

Approval of 

Protocol 

20-APR-2015 

Mexico 

 

3475-061 -  

0212 

 

Mexico Centre for Clinical 

Research 

Amores 709. Col del Valle 

Del. Benito Juarez 

IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

12-AUG-2015 
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Mexico City, Mexico 03100 

Mexico 

Mexico 

 

3475-061 -  

0212 

 

Mexico Centre for Clinical 

Research 

Amores 709. Col del Valle 

Del. Benito Juarez 

Mexico City, Mexico 03100 

Mexico 

IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

18-MAR-2016 

Mexico 

 

3475-061 -  

0212 

 

Mexico Centre for Clinical 

Research 

Amores 709. Col del Valle 

Del. Benito Juarez 

Mexico City, Mexico 03100 

Mexico 

IRB/IEC 

Approval of 

Protocol 

Amendment # 7 

17-JAN-2017 

Guatemala 3475-061 -  

0224 

 

Zugueme 

3ra. Calle 11-36 

Zona 15 Colonia Tecun Uman 

Guatemala, Guatemala 01015 

Guatemala 

IRB/IEC 

Approval of 

Protocol 

 

11-MAR-2015 

Guatemala 3475-061 -  

0224 

 

Zugueme 

3ra. Calle 11-36 

Zona 15 Colonia Tecun Uman 

Guatemala, Guatemala 01015 

Guatemala 

IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

24-JUN-2015 

Guatemala 3475-061 - 

0224 

 

Zugueme 

3ra. Calle 11-36 

Zona 15 Colonia Tecun Uman 

Guatemala, Guatemala 01015 

Guatemala 

IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

21-JAN-2016 

Guatemala 3475-061 -  

0224 

 

Zugueme 

3ra. Calle 11-36 

Zona 15 Colonia Tecun Uman 

Guatemala, Guatemala 01015 

Guatemala 

IRB/IEC 

Approval of 

Protocol 

Amendment # 7 

16-NOV-2016 

Guatemala 3475-061 -  

0225 

Comite de Etica Independiente 

Zugeme 

3 Calle 11-36 

Zona 15. Colonia Tecun Uman 

Guatemala, Guatemala 01015 

Guatemala 

IRB/IEC 

Approval of 

Protocol 

16-MAR-2015 

Guatemala 3475-061 -  

0225 

Comite de Etica Independiente 

Zugeme 

3 Calle 11-36 

Zona 15. Colonia Tecun Uman 

Guatemala, Guatemala 01015 

Guatemala 

IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

24-JUN-2015 

Guatemala 3475-061 -  

0225 

Comite de Etica Independiente 

Zugeme 

3 Calle 11-36 

Zona 15. Colonia Tecun Uman 

Guatemala, Guatemala 01015 

Guatemala 

IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

11-FEB-2016 

Guatemala 

 

3475-061 -  

0225 

 

Comite de Etica Independiente 

Zugeme 

3 Calle 11-36 

Zona 15. Colonia Tecun Uman 

Guatemala, Guatemala 01015 

Guatemala 

IRB/IEC 

Approval of 

Protocol 

Amendment # 7 

16-NOV-2016 

Guatemala 

 

3475-061 - 

0227 

Zugueme 

3ra. Calle 11-36 

IRB/IEC 

Approval of 

16-MAR-2015 
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 Zona 15 Colonia Tecun Uman 

Guatemala, Guatemala 01015 

Guatemala 

Protocol 

Guatemala 

 

3475-061 -  

0227 

 

Zugueme 

3ra. Calle 11-36 

Zona 15 Colonia Tecun Uman 

Guatemala, Guatemala 01015 

Guatemala 

IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

24-JUN-2015 

Guatemala 

 

3475-061 -  

0227 

 

Zugueme 

3ra. Calle 11-36 

Zona 15 Colonia Tecun Uman 

Guatemala, Guatemala 01015 

Guatemala 

IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

21-JAN-2016 

Guatemala 

 

3475-061 -  

0227 

 

Zugueme 

3ra. Calle 11-36 

Zona 15 Colonia Tecun Uman 

Guatemala, Guatemala 01015 

Guatemala 

IRB/IEC 

Approval of 

Protocol 

Amendment # 7 

16-NOV-2016 

Guatemala 

 

3475-061 -  

0228 

 

Zugueme 

3ra. Calle 11-36 

Zona 15 Colonia Tecun Uman 

Guatemala, Guatemala 01015 

Guatemala 

IRB/IEC 

Approval of 

Protocol 

06-JAN-2016 

Guatemala 

 

3475-061 -  

0228 

 

Zugueme 

3ra. Calle 11-36 

Zona 15 Colonia Tecun Uman 

Guatemala, Guatemala 01015 

Guatemala 

IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

06-JAN-2016 

Guatemala 

 

3475-061 -  

0228 

 

Zugueme 

3ra. Calle 11-36 

Zona 15 Colonia Tecun Uman 

Guatemala, Guatemala 01015 

Guatemala 

IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

21-JAN-2016 

Guatemala 

 

3475-061 -  

0228 

 

Zugueme 

3ra. Calle 11-36 

Zona 15 Colonia Tecun Uman 

Guatemala, Guatemala 01015 

Guatemala 

IRB/IEC 

Approval of 

Protocol 

Amendment # 7 

16-NOV-2016 

Colombia 

 

3475-061 -  

0242 

 

Comite de Etica E Investigacion 

Biomedica de la Fundacion Valle 

del Lili 

Carrera 98# 18-49 

Cali, Valle del Cauca 760026 

Central IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

16-SEP-2015 

Colombia 

 

3475-061 -  

0242 

 

Comite de Etica E Investigacion 

Biomedica de la Fundacion Valle 

del Lili 

Carrera 98# 18-49 

Cali, Valle del Cauca 760026 

Central IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

09-MAR-2016 

Colombia 

 

3475-061 -  

0242 

 

Comite de Etica E Investigacion 

Biomedica de la Fundacion Valle 

del Lili 

Carrera 98# 18-49 

Cali, Valle del Cauca 760026 

IRB/IEC 

Approval of 

Protocol 

16-MAR-2015 

Colombia 

 

3475-061 -  

0242 

 

Comite de Etica E Investigacion 

Biomedica de la Fundacion Valle 

del Lili 

Carrera 98# 18-49 

Cali, Valle del Cauca 760026 

IRB/IEC 

Approval of 

Protocol 

Amendment # 11 

16-FEB-2018 

Colombia 

 

3475-061 -  

0242 

Comite de Etica E Investigacion 

Biomedica de la Fundacion Valle 

IRB/IEC 

Approval of 

07-SEP-2015 
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 del Lili 

Carrera 98# 18-49 

Cali, Valle del Cauca 760026 

Protocol 

Amendment # 2 

Colombia 

 

3475-061 - 

0242 

 

Comite de Etica E Investigacion 

Biomedica de la Fundacion Valle 

del Lili 

Carrera 98# 18-49 

Cali, Valle del Cauca 760026 

IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

22-FEB-2016 

Colombia 

 

3475-061 -  

0242 

 

Comite de Etica E Investigacion 

Biomedica de la Fundacion Valle 

del Lili 

Carrera 98# 18-49 

Cali, Valle del Cauca 760026 

IRB/IEC 

Approval of 

Protocol 

Amendment # 7 

07-DEC-2016 

Colombia 

 

3475-061 -  

0242 

 

Comite de Etica E Investigacion 

Biomedica de la Fundacion Valle 

del Lili 

Carrera 98# 18-49 

Cali, Valle del Cauca 760026 

IRB/IEC 

Approval of 

Protocol 

Amendment # 9 

15-NOV-2017 

Colombia 

 

3475-061 - 

0243 

 

Comite Etico Independiente 

Instituto 

De Cancerologia S.A 

Carrera 70 # 1 - 135 Torre 5 Piso 3 

Comite de Etica Independiente 

Medellin, Antioquia 050024 

Central IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

 

16-SEP-2015 

Colombia 

 

3475-061 -  

0243 

 

Comite Etico Independiente 

Instituto 

De Cancerologia S.A 

Carrera 70 # 1 - 135 Torre 5 Piso 3 

Comite de Etica Independiente 

Medellin, Antioquia 050024 

Central IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

09-MAR-2016 

Colombia 

 

3475-061 - 0243 

 

Comite Etico Independiente 

Instituto 

De Cancerologia S.A 

Carrera 70 # 1 - 135 Torre 5 Piso 3 

Comite de Etica Independiente 

Medellin, Antioquia 050024 

IRB/IEC 

Approval of 

Protocol 

08-OCT-2015 

Colombia 

 

3475-061-  Central IRB/IEC 

Approval 

16-SEP-2015 

Colombia 

 

3475-061-  Central IRB/IEC 

Approval 

09-MAR-2016 

Colombia 

 

3475-061-  IRB/IEC 

Approval of 

17-JUN-2015 

Colombia 

 

3475-061-  IRB/IEC 

Approval of 

14-FEB-2018 

Colombia 

 

3475-061-  IRB/IEC 

Approval of 

16-SEP-2015 

Colombia 

 

3475-061-  IRB/IEC 

Approval of 

09-MAR-2016 

Colombia 

 

3475-061-  IRB/IEC 

Approval of 

30-NOV-2016 

Colombia 

 

3475-061-  IRB/IEC 

Approval of 

15-NOV-2017 

Chile 

 

3475-061 -  

0256 

 

Comite de Etica de Investigacion 

San José # 1053, Independencia 

Santiago, Region M. de Santiago 

8380755 

Chile 

Comité de Etica de la 

Investigacion del Servicio de Salud 

IRB/IEC 

Approval of 

Protocol 

26-MAY-2015 
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Metropolitano Norte 

San jose 1053 

Santiago, Region M. de Santiago 

Chile 3475-061 -  

0256 

Comite de Etica de Investigacion 

San José # 1053, Independencia 

Santiago, Region M. de Santiago 

8380755 

Chile 

Comité de Etica de la 

Investigacion del Servicio de Salud 

Metropolitano Norte 

San jose 1053 

Santiago, Region M. de Santiago 

IRB/IEC 

Approval of 

Protocol 

Amendment # 11 

07-JUN-2018 

Chile 3475-061 -  

0256 

Comite de Etica de 

Investigacion San José # 

1053, Independencia 

Santiago, Region M. de 

Santiago 8380755 

Chile 

Comité de Etica de la 

Investigacion del Servicio de 

Salud Metropolitano Norte San 

jose 1053 

Santiago, Region M. de Santiago 

IRB/IEC 

Approval of 

Protocol 

Amendment # 13 

14-OCT-2020 

Chile 3475-061 -  

0256 

Comite de Etica de 

Investigacion San José # 

1053, Independencia 

Santiago, Region M. de 

Santiago 8380755 

Chile 

Comité de Etica de la 

Investigacion del Servicio de 

Salud Metropolitano Norte San 

jose 1053 

Santiago, Region M. de Santiago 

IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

05-AUG-2015 

Chile 3475-061 -  

0256 

Comite de Etica de 

Investigacion San José # 

1053, Independencia 

Santiago, Region M. de 

Santiago 8380755 

Chile 

Comité de Etica de la 

Investigacion del Servicio de 

Salud Metropolitano Norte San 

jose 1053 

Santiago, Region M. de Santiago 

IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

10-FEB-2016 

Chile 3475-061 -  

0256 

Comite de Etica de 

Investigacion San José # 

1053, Independencia 

Santiago, Region M. de 

Santiago 8380755 

Chile 

Comité de Etica de la 

Investigacion del Servicio de 

Salud Metropolitano Norte San 

jose 1053 

Santiago, Region M. de Santiago 

IRB/IEC 

Approval of 

Protocol 

Amendment # 7 

09-FEB-2017 

Chile 3475-061 -  

0256 

Comite de Etica de 

Investigacion San José # 

1053, Independencia 

IRB/IEC 

Approval of 

Protocol 
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Santiago, Region M. de 

Santiago 8380755 

Chile 

Comité de Etica de la 

Investigacion del Servicio de 

Salud Metropolitano Norte San 

jose 1053 

Santiago, Region M. de Santiago 

Amendment # 9 

Chile 3475-061 -  

0259 

Comite de Etica Cientifico, 

Servicio de Salud Metropolitano 

Oriente 

Avda. Salvador 364 

Providencia 

Santiago, Region M. de Santiago 

IRB/IEC Approval 

of Protocol 

26-MAY-2015 

Chile 3475-061 -  

0259 

Comite de Etica Cientifico, 

Servicio de Salud Metropolitano 

Oriente 

Avda. Salvador 364 

Providencia 

Santiago, Region M. de Santiago 

IRB/IEC 

Approval of 

Protocol 

Amendment # 11 

02-JAN-2018 

Chile 3475-061 -  

0259 

Comite de Etica Cientifico, 

Servicio de Salud Metropolitano 

Oriente 

Avda. Salvador 364 

Providencia 

Santiago, Region M. de Santiago 

IRB/IEC 

Approval of 

Protocol 

Amendment # 13 

15-SEP-2020 

Chile 3475-061 -  

0259 

Comite de Etica Cientifico, 

Servicio de Salud Metropolitano 

Oriente 

Avda. Salvador 364 

Providencia 

Santiago, Region M. de Santiago 

IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

07-JUL-2015 

Chile 3475-061 - 

 0259 

Comite de Etica Cientifico, 

Servicio de Salud Metropolitano 

Oriente 

Avda. Salvador 364 

Providencia 

Santiago, Region M. de Santiago 

IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

08-MAR-2016 

Chile 3475-061 -  

0259 

Comite de Etica Cientifico, 

Servicio de Salud Metropolitano 

Oriente 

Avda. Salvador 364 

Providencia 

Santiago, Region M. de Santiago 

IRB/IEC 

Approval of 

Protocol 

Amendment # 7 

23-MAY-2017 

Chile 3475-061 - 

 0259 

Comite de Etica Cientifico, 

Servicio de Salud Metropolitano 

Oriente 

Avda. Salvador 364 

Providencia 

Santiago, Region M. de Santiago 

IRB/IEC 

Approval of 

Protocol 

Amendment # 9 

14-NOV-2017 

Chile 3475-061 -  

0261 

Comite Etico Cientifico Servicio 

de Salud Araucania Sur 

Andres Bello 636 

Temuco, Araucania 4791301 

IRB/IEC Approval 

of Protocol 

25-MAY-2015 

Chile 3475-061 -  

0261 

Comite Etico Cientifico Servicio 

de Salud Araucania Sur 

Andres Bello 636 

Temuco, Araucania 4791301 

IRB/IEC 

Approval of 

Protocol 

Amendment # 11 

22-AUG-2018 

Chile 3475-061 - 

 0261 

Comite Etico Cientifico Servicio 

de Salud Araucania Sur 

IRB/IEC 

Approval of 

20-JUL-2021 
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Andres Bello 636 

Temuco, Araucania 4791301 

Protocol 

Amendment # 13 

Chile 3475-061 -  

0261 

Comite Etico Cientifico Servicio 

de Salud Araucania Sur 

Andres Bello 636 

Temuco, Araucania 4791301 

IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

14-AUG-2015 

Chile 3475-061 -  

0261 

Comite Etico Cientifico Servicio 

de Salud Araucania Sur 

Andres Bello 636 

Temuco, Araucania 4791301 

IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

27-APR-2016 

Chile 3475-061 -  

0261 

Comite Etico Cientifico Servicio 

de Salud Araucania Sur 

Andres Bello 636 

Temuco, Araucania 4791301 

IRB/IEC 

Approval of 

Protocol 

Amendment # 7 

10-JAN-2018 

Chile 3475-061 -  

0261 

Comite Etico Cientifico Servicio 

de Salud Araucania Sur 

Andres Bello 636 

Temuco, Araucania 4791301 

IRB/IEC 

Approval of 

Protocol 

Amendment # 9 

20-DEC-2017 

Chile 3475-061 - 

0262 

Comite Etica Cientifico Servicio 

de Salud Metropolitano Oriente 

Av. Salvador 364 

Santiago, Region M. de Santiago 

IRB/IEC Approval 

of Protocol 

04-AUG-2015 

Chile 3475-061 -  

0262 

Comite Etica Cientifico Servicio 

de Salud Metropolitano Oriente 

Av. Salvador 364 

Santiago, Region M. de Santiago 

IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

04-AUG-2015 

Chile 3475-061 -  

0262  

Comite Etica Cientifico Servicio 

de Salud Metropolitano Oriente 

Av. Salvador 364 

Santiago, Region M. de Santiago 

IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

29-MAR-2016 

Argentina 3475-061 -  

0288 

Comite Independiente de Etica 

para Ensayos en Farmacologia 

Clinica Pte J. E. Uriburu 774 

Piso 1 

Buenos Aires, Buenos Aires 

C1027AAP 

IRB/IEC Approval 

of Protocol 

10-APR-2015 

Argentina 3475-061 -  

0288 

Comite Independiente de Etica 

para Ensayos en Farmacologia 

Clinica Pte J. E. Uriburu 774 

Piso 1 

Buenos Aires, Buenos Aires 

C1027AAP 

IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

24-JUL-2015 

Argentina 3475-061 -  

0288 

Comite Independiente de Etica 

para Ensayos en Farmacologia 

Clinica Pte J. E. Uriburu 774 

Piso 1 

Buenos Aires, Buenos Aires  

1027AAP 

IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

23-MAR-2016 

Argentina 3475-061 -  IRB/IEC 

Approval of 

15-JUN-2015 

Argentina 3475-061 -  IRB/IEC 

Approval of 

25-AUG-2015 

Argentina 3475-061 -  IRB/IEC 

Approval of 

09-AUG-2016 

Argentina 3475-061 -  IRB/IEC 

Approval of 

20-DEC-2016 

Argentina 3475-061 -  IRB/IEC 

Approval of 

30-APR-2015 

Argentina 3475-061 -  IRB/IEC 16-FEB-2016 
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Approval of 

Argentina 3475-061 -  IRB/IEC 

Approval of 

19-APR-2016 

Argentina 3475-061 -  IRB/IEC 

Approval of 

29-NOV-2016 

Turkey 3475-061 - 

0304 

Hacettepe University 

Faculty of Medicine Ethics 

Committee Hacettepe 

Universitesi Etik Kurul ve 

Komisyonlari 

Ankara, Ankara 06100 

Turkey 

Hacettepe University 

Faculty of Medicine Ethics 

Committee Hacettepe 

Universitesi Etik Kurul 

ve Komisyonlari 

Central IRB/IEC 

Approval of 

Protocol 

21-MAY-2015 

Turkey 3475-061 -  

0304 

Hacettepe University 

Faculty of Medicine Ethics 

Committee Hacettepe 

Universitesi Etik Kurul ve 

Komisyonlari 

Ankara, Ankara 06100 

Turkey 

Hacettepe University 

Faculty of Medicine Ethics 

Committee Hacettepe 

Universitesi Etik Kurul 

ve Komisyonlari 

Central IRB/IEC 

Approval of 

Protocol 

Amendment # 11 

03-APR-2018 

Turkey 3475-061 -  

0304 

Hacettepe University 

Faculty of Medicine Ethics 

Committee Hacettepe 

Universitesi Etik Kurul ve 

Komisyonlari 

Ankara, Ankara 06100 

Turkey 

Hacettepe University 

Faculty of Medicine Ethics 

Committee Hacettepe 

Universitesi Etik Kurul 

ve Komisyonlari 
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Center 2 Zaozernaya St 

Kuzmolovskiy Settlement 

Saint-Petersburg, Sankt-Peterburg 

188663 

IRB/IEC 

Approval of 

Protocol 

Amendment # 9 

23-NOV-2017 

Russia 3475-061 - 

0343 

Scientific Research Oncology 

Institute 

n.a. N.N.Petrov 

68 Leningradskaya St 

Saint-Petersburg, Sankt-Peterburg 

Central IRB/IEC 

Approval 

of Protocol 

Amendment # 11 

16-FEB-2018 

Russia 3475-061 - 

0343 

Scientific Research Oncology 

Institute 

n.a. N.N.Petrov 

68 Leningradskaya St 

Saint-Petersburg, Sankt-Peterburg 

Central IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

28-AUG-2015 

Russia 3475-061 - 

0343 

Scientific Research Oncology 

Institute 

n.a. N.N.Petrov 

68 Leningradskaya St 

Saint-Petersburg, Sankt-Peterburg 

Central IRB/IEC 

Approval of 

Protocol 

Amendment # 5 

11-MAR-2016 

Russia 3475-061 - 

0343 

Scientific Research Oncology 

Institute 

n.a. N.N.Petrov 

68 Leningradskaya St 

Saint-Petersburg, Sankt-Peterburg 

Central IRB/IEC 

Approval of 

Protocol 

Amendment # 9 

12-OCT-2017 

Russia 3475-061 - 

0343 

Scientific Research Oncology 

Institute 

n.a. N.N.Petrov 

68 Leningradskaya St 

Saint-Petersburg, Sankt-Peterburg 

IRB/IEC Approval 

of Protocol 

16-APR-2015 

Russia 3475-061 - 

0343 

Scientific Research Oncology 

Institute 

n.a. N.N.Petrov 

68 Leningradskaya St 

Saint-Petersburg, Sankt-Peterburg 

IRB/IEC 

Approval of 
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Amendment # 11 

28-APR-2018 

Russia 3475-061 - 

0343 

Scientific Research Oncology 

Institute 
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Saint-Petersburg, Sankt-Peterburg 
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Approval of 

Protocol 
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17-DEC-2015 

Russia 3475-061 - 

0343 

Scientific Research Oncology 

Institute 

n.a. N.N.Petrov 

68 Leningradskaya St 

Saint-Petersburg, Sankt-Peterburg 

IRB/IEC 

Approval of 

Protocol 

Amendment # 9 

24-NOV-2017 
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Russia 3475-061 - 
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Oncology Dispensary 
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Approval of 
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Amendment # 2 
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Russia 3475-061 - 
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Orenburg Regional Clinical 
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IRB/IEC 
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Russia 3475-061 - 
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11 Gagarina prospect 

Orenburg, Orenburgskaya oblast 
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Approval of 
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Russia 3475-061 - 

0346 
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11 Gagarina prospect 

Orenburg, Orenburgskaya oblast 
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Approval of 
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Russia 3475-061 - 
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Republican Clinical 
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Oktyabrya prospekt. 

Ufa, Baskortostan, Respublika 
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Approval of 

Protocol 

Amendment # 11 
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Approval of 
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450054 
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Approval of 

Protocol 

Amendment # 5 

11-MAR-2016 

Russia 3475-061 - 

0347 

LEC of Bashkortostan 

Republican Clinical 

Central IRB/IEC 

Approval of 

21-MAR-2017 
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Protocol 
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23-NOV-2017 

Russia 3475-061 - 

0348 
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Childrens Hospital 

42A Blukhera street.. 

Chelyabinsk, Chelyabinskaya 

oblast 

Central IRB/IEC 

Approval of 

Protocol 

Amendment # 11 

16-FEB-2018 

Russia 3475-061 - 
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42A Blukhera street.. 
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Approval of 
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11-MAR-2016 

Russia 3475-061 - 

0348 
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Childrens Hospital 

42A Blukhera street.. 

Chelyabinsk, Chelyabinskaya 

oblast 

Central IRB/IEC 

Approval of 
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Amendment # 7 

21-MAR-2017 
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Chelyabinsk, Chelyabinskaya 

oblast 
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Approval of 

Protocol 

Amendment # 9 
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Russia 3475-061 - 

0348 

Chelyabinsk Regional 

Childrens Hospital 

42A Blukhera street.. 

Chelyabinsk, Chelyabinskaya 

oblast 
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30-APR-2015 

Russia 3475-061 - 

0348 

Chelyabinsk Regional 
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oblast 
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Approval of 
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0360 
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Tel Aviv, N/A 64239 Israel 

IRB/IEC Approval 
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Israel 3475-061 - 

0360 
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Weizman 6 
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64239 Israel 

IRB/IEC 

Approval of 
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Amendment # 2 

31-JUL-2015 

Israel 3475-061 - 

0360 

Sourasky Medical 

Center Weizman 6 
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Tel Aviv, N/A 64239 Israel 

IRB/IEC 

Approval of 

Protocol 
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29-JAN-2016 

Israel 3475-061 - 

0360 
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64239 Israel 
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Approval of 

Protocol 
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Israel 3475-061 - 
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IRB/IEC 

Approval of 
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27-OCT-2017 

Israel 3475-061 - 

0361 

Sheba Medical Center EC 
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Ramat-Gan, N/A 5265601 Israel 
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Approval of 
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02-JUN-2015 

Israel 3475-061 - 

0361 

Sheba Medical 

Center EC Tel-
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Ramat-Gan, N/A 5265601 

Israel 

IRB/IEC 

Approval of 
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Amendment # 2 

02-AUG-2015 

Israel 3475-061 - 

0361 

Sheba Medical 

Center EC Tel-

IRB/IEC 

Approval of 

10-JAN-2016 
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Approval of 
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IRB/IEC Approval 
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04-JUN-2015 

Israel 3475-061 - 
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IRB/IEC 

Approval of 
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Israel 3475-061 - 
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Pob 12000 
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IRB/IEC 

Approval of 
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14-JAN-2016 

Israel 3475-061 - 
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Pob 12000 

Jerusalem, N/A 9112001 

IRB/IEC 

Approval of 
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29-JAN-2017 

Israel 3475-061 - 

0362 

Hadassah Medical Center Helsinki 
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IRB/IEC 

Approval of 
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06-NOV-2017 

Israel 3475-061 - 

0363 

Rambam - MC - 

ERC 8 Ha Aliya 

Street POB 9602 

Haifa, N/A 

3109601 Israel 

Rambam - MC - 

ERC 8 Haaliya 

St 

Ethical Committee 

Haifa, N/A 3525408 Israel 

IRB/IEC Approval 

of Protocol 

18-JUN-2015 

Israel 3475-061 - 

0363 

Rambam - MC - ERC 

8 Ha Aliya 

Street POB 

9602 

Haifa, N/A 

3109601 Israel 

Rambam - MC - 

ERC 8 Haaliya 

St 

Ethical Committee 

Haifa, N/A 3525408 Israel 

IRB/IEC 

Approval of 

Protocol 

Amendment # 2 

31-JUL-2015 

Israel 3475-061 - 

0363 

Rambam - MC - ERC 

8 Ha Aliya 

Street POB 

9602 

Haifa, N/A 

3109601 Israel 

IRB/IEC 

Approval of 

Protocol 

Amendment # 3 

28-JAN-2016 
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Haifa, N/A 3525408 Israel 
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IRB/IEC 

Approval of 
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Israel 3475-061 - 
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Rabin MC 

32 Jabotinsky 

Petah Tikva, N/A 4941492 Israel 

IRB/IEC 

Approval of 
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14-JUN-2015 

Israel 3475-061 - 
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Rabin MC 

32 Jabotinsky 
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IRB/IEC 

Approval of 
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Approval of 
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Approval of 
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17-JAN-2017 
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Approval 
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Approval 
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Approval 
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UK 3475-061 - NRES Committee North West - 
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Approval 
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Approval 

17-AUG-2015 
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Approval 
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Figure 1. Kaplan-Meier curve for overall survival by dual TcellinfGEP and TMB cutoffs. 10 

TcellinfGEP, T-cell–inflamed gene expression profile; TMB, tumor mutational burden. 11 
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Figure 2. Kaplan-Meier curve for overall survival in patients with non–MSI-H tumors by 13 

TcellinfGEP-adjusted mMDSC cutoff. 14 

CI, confidence interval; HR, hazard ratio; mMDSC, monocytic myeloid-derived suppressor 15 

cell; MSI-H, microsatellite instability-high; TcellinfGEP, T-cell–inflamed gene expression 16 

profile. 17 

18 
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Figure 3. Kaplan-Meier curve for overall survival by TcellinfGEP-adjusted (A) glycolysis, 20 

(B) proliferation, and (C) MYC cutoffs. 21 

CI, confidence interval; HR, hazard ratio; mMDSC, monocytic myeloid-derived suppressor 22 

cell; OS, overall survival; TcellinfGEP, T-cell–inflamed gene expression profile. 23 
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